Making Informed Decisions
As a patient or parent, at some point you will likely face the need to make important medical decisions, and it is absolutely essential that you have full understanding of the procedure or treatment (and the alternatives) before making your decision. Some examples of medical choices that you could encounter may include whether to undergo a surgical procedure, a new medical treatment or participate in a research trial. In all instances you need to give your informed consent before any new treatment, surgery or research begins.
What is informed consent? Informed consent is a communication process between patients and physicians, such that fully informed patients can participate in choices regarding their health care.
When should informed consent be obtained? The goal of informed consent is for patients to have an opportunity to be informed participants in their health care decisions. Informed consent should be obtained for participation in all research studies as well as for any experimental or major therapeutic or diagnostic procedure for which disclosure of major risks involved would assist a patient in making a decision whether or not to undergo the proposed procedure.
Written informed consents obtained for research studies are signed by the participant (or legal guardian), the investigator, and a witness. A copy of the signed consent form is given to the participant.
What are the components of informed consent? Complete informed consent should include a discussion of the following:
• The nature and purpose of the proposed treatment or procedure • Reasonable alternatives to the proposed treatment or procedure • The relevant risks, benefits, and uncertainties related to the proposed treatment or procedure and for each alternative • The risks and benefits of not receiving or undergoing the proposed treatment or procedure • Assessment of patient understanding • Acceptance by the patient In order for the patient's consent to be valid, he/she must be considered competent to make the decision at hand and his/her consent must be voluntary. The patient should have an opportunity to ask questions to develop better understanding of the treatment or procedure, so that he/she can make an informed decision to proceed with or to refuse the proposed treatment or procedure.
Assent for older children and adolescents Health care decisions regarding older children and adolescents should include, whenever feasible, the assent of the patient as well as the participation of the parents and the physician. Though consent must still be obtained from their legal guardian, minors should be given serious consideration within their developmental capacities for participation in decision-making and for their assent.
Assent from a minor should include the following:
• Helping the patient achieve a developmentally appropriate awareness of the nature of his/her condition. 
Clinical Research
Overview Clinical research is crucial to the advancement of medicine, and if you are considering participating in a research trial, you are making a very important contribution to the medical field and to future patients. That being said, it is necessary for you to protect yourself and/or your child. Any treatment that is considered experimental should take place under the auspices of an Institutional Review Board (IRB)-approved protocol.
An IRB is an independent oversight committee within a medical institution, comprised of lay persons as well as health care professionals. Each IRB has been formally designated to approve, monitor, and review biomedical and behavioral research involving humans with the aim to protect the rights and welfare of the research subjects. In the United States, the Food and Drug Administration (FDA) and Department of Health and Human Services (specifically Office for Human Research Protections) regulations have empowered IRBs to approve, require modifications in planned research prior to approval, or disapprove research. An IRB performs critical scientific, ethical, and regulatory oversight functions for research conducted on human subjects.
Any IRB-approved research study must obtain written informed consent from all participants (or their legal guardian).
Participating in Clinical Trials
Questions to Ask the Research Team before you consent
Making your Decision (Adapted from the Children's Hospital Boston website)
It's important to gather information from people like the principal investigator and research coordinator, family members and friends, your child's regular doctor, and resources such as this presentation and website. If the research study involves your child, then depending on your child's age and ability, his or her opinions will also be importantand your child's assent may be necessary.
In the end, your decision about medical research is likely to be influenced not only by the information you gather, but also by the unique characteristics of you/your child and your own family values. There is no absolute "right" or "wrong" answer about participating in research, only the answer that seems right for your family situation. 3. How will these procedures, medicines, and tests differ from those my child would receive if he or she were not part of the study? 4. If my child enrolls in this study, will he or she have to stop any of the drugs or other treatments he or she is currently receiving? Will being in the study mean that there are some drugs or other treatments that my child won't be able to have? Control Groups and "Arms" of the Study 1. Will all children in the study receive the same drugs, devices, procedures, or will there be different groups ('arms') of the study that are treated differently? 2. Is it possible that my child will not receive the experimental treatment even if he or she is in the study?
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